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APPENDIX B: SAF@ 
OWERVtEW 

The most comprehensive safety revie~~ndu~ed to date on (-)+-GA, is a study by the 
Burdock group published in Fpod and Chemir$ Toxicology in 2004. This study was used by 
InterHealth USA to achieve s~~f~A~~~ GRAS for their Pota~um I Calcium salt of (-)-HCA 

i’ ,., > ̂ , i; 

known by the brand name Su 
j ‘~~~~‘!~“‘$$‘$; gp,: is> ,Jg:’ d/ jy ;& ,k; 
‘$;a,: G 

The salient Gonclusions of this study are: {_, 84 83, (/-/. 
i. Dried, fruit rind of ~arcinia Cambogia (contaieing ~~3~%~a)-~~A~ has bean used 

for centuries throughout Southeast Asia es a food.prese~a~ve, ~av~dng agent 
and carminative ::j ,;: $‘;I’,, 

ii. That a 50% Calcij.rm Salt of (-)-HCA has ” ‘Oral toxicity 
,<,;:. - : ,‘i /j/l’ ;p ‘:I 

. . . III. That the average~,~rnini~~~t~on of 2500 of c~)-l-lcA for .@ pedod of *o 
days caused a si~~~~ de&ease in body wdght and reduction $n feed 

#,‘/L II// ‘L,<” i”‘:f;: i 
f if*; 

iv. 

V. 

consumption without any adverse effects 
That the structure, mechanism of aation, iong history of use of (+)tHGA, and other 
toxicity studies. indicate that (+HCA is unlikely to cause re~~u~~ or .“:,,i.“i’il 81 w; 
devetopmental erfects 

/j. *T,,:‘i ‘i;g ‘: ‘$2; ;‘” &!!;f “; ” 
In several, plsce~-6ontml~~, double blind trials employing up to 2890 mg/day 
(-)-HCA, no treatm~~-stats adverse effects were reported. ~is,I~v~ of 
supplementation is monster to be safe in humans. 

In 2003, researchers‘at Creighton University conducted acute oral toxicity, acute dermal ?‘.A’ , 
toxicity, primary dermal irritatibn and primary eye irritation in a~~ma~~usi~ a @)-HCA extract. 

:.,i$ : 

Results of this study indicated that the LD50 of HCA-SX {e Potassium / ~al~urn salt of 80% 
~&‘Q~,~, i’$? am 5, 5 is ̂ ; , <, (, ; 

(-)-HCA extract) is greater then 5,900 mg/k$j when administered onea oraly V&I gastric 
:J! ‘,C‘ i ‘$‘,,,, +- ‘y’ 
I. // Ai;,, 

intubation to fasted male and ~ern~e.A~~~o rats. No gross to~~oQi~l ~ndjn~s were 
observed under the experimental conditfans. 

In 2002, the same researchers also oonducted a chronic Safety study of ~~)-H6A. The 
: -ii,, 

conclusion of this study was that (-)-HGA supplementation did not alter hepatiG and testicular 
lipid peroxidation or DNA fragmentation. The study noted that feed intake wa~~~i~ni~~ntiy 

2 ild? 
;’ )/ ;- 

/ .‘/fJ/ f. 
/ I’,%. ;’ i:,iii’ 3 ;qi 1,; f:,;r;: 

reduced in (-)-HCA sup~~rne~ted rats, dernon~~at~~ appetite suppression. 

Previous toxicity tests have en conducted to verify the absence of possible side effects or 
acute/chronic toxicity of the (-)-HCA isolate. The results showed thtliu the *acute LD50 (Lethal 
dose for 50% of the animals tested) wa3 greater than 2090 m@kg for i~r~~~~ne~i 
administration and greater than 4000 m@kg for oral adm~ni~~ti~. Researchers et Hoffmann 
LaRoche achieved very similar resultsus’jng simple citrate and cowherd the two 
compounds almost identicaHn safety. Acute oraltoxicity studies ~e~o~a~~:~ Research 
Laboratories, Ashland, OH, showed that~OOO,m~ of 

or deaths in rets. This i 

’ ” 

CitriMa@ is a Calcium Sait of (-)HCA 
containing 50% (-)HCA. 
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I.. (-)-HCA has a long history of use without m 
effects. 

2. Shannon Minerals Ltd. hq? sold more than 6miHiosl bottlea of 
Coolwater Trim c&%aini binsaCitrin K (+HCA, with N 
adverse effects, e&er,to wmpany or to the UK Advers 
Reactiori reportin@ scheme, (Yeltow Card S~~ern~~. 

3. No adverse even& have n reported to the Irish Food Saf&y 
Authotity regarding (-)-HCA. 

4. No adverse react.i?n reports regarding (-)-HCA or (-)HCA in 
combination with &ber substance$ have,baen reposed to the UK’s 
Yellow Card schebe going back to 1964. 

5. No adverse evant~~ep~~s,~~ardjng (-)-HCA hava been filed with the 
FDA AERS (Adve&+ Event Reporting Systems dat 

6. At lead 5 biilion d CA ‘have been sold in the last ‘IO years 
worldwide with no~~dv 

7. A Potassium I C urn Salt of (-)-HCA hes bser~ 
however, the s on.~~~ the Self Armed 
based, are rekva@to oth& salts of (-)-HCA because -the supposing 
studies were based ‘on 3 different salts of (-)-HCA, 

8, 15 human clinical studies involving 914 subject sxami 
of (-)-HCA. Theseistudi mom&rate that (+HCA .di 
adverse effects a@, was -tolerated at dairy doses 
day. 

9. Coolwater Trim wi!l be labsled for use -with an extra 2~~.~~ety Margin 
less than the ‘red safe dose, as ~aterrn~~~ by the Burdock 
Group (Food emiti! Toxicology 42 ~2~~4} 1513-q 529) Burdock 
Study, 2100 mg v&rsus 2 

10. Garcinia Cambog@ the mlajn sourfz of na~~r~liy- ocgrri 
(-)-HCA, has a to~~isto~ of common use as a ffsrvou 
presetiative and barbal tonic. A typical daily dose of (- in 
humans for the py se of suppressing ~~~~te 4s ‘roughly. the 
equivalent to the &d of h&f’ a -fruit, which is not out of promotion of its 
common use. ’ 

11. Reports of toxicit$ do not 8 ear in the litera~re regard~n 
traditional use of is highly u~~ike~y.that th 
danger from re 



c 
T&DAY 

CAUTIONARY STATEMEN+ xii, l;Lv 
Despite its inherent safety, there are individuals who should na 

>,,i’,D, ‘$2 ,“,i, ‘$ ‘, : i$, 
should not use any other dietiprodud. (?)HCA has been 

,&,I,$, ,;,;$,‘f :g.!$ a ~~q;~<~,. ,‘,@ ? if”’ 
production of cholesterol, afw$ therefop L may influww 1 mlba.: -,d !iL .v j/i; ,.; ‘i’ ; 

” ’ ” 
:: (;a1 ,( ,P ./ 

The hormones made corn ste;rols include oestrogen, pm~e~~~one~ t~~e~o~e and so forth. 
For the great majority of Ame@aw, t@ $et is so rich in fats and c&pries in ggneral that a 
lack of building blgcks for fat~~pe~de~t ho~one.? within’the body is simply not rin issue. ’ ,& f$y Q$ ,^ 
Nevertheless, some instance$ do require caution. J’!ii# ““‘/$,;; >:-,,:;; : :’ $, 1. *j ‘$,,$ -3,” 2% :i. ,: 6) 8,. z> ill Ik’ 
Pregnancy is a time of ext@rrjs sensitizes to steroid hormones, and 
contain (-)HCA, should not bq ~~ed-d~~ng pregnancy. (-)%A shou 
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